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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address « 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH (S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b), 

Status 

1 )S Responsive to communication(s) filed on 28 December 0200 . 
2a)D This action is FINAL. 2b)EI This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
Disposition of Claims 

4) S Claim(s) 1-50 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) S Claim(s) 1-50 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) H The specification is objected to by the Examiner. 

10) H The drawing(s) filed on 28 December 2000 is/are: a)D accepted or b)S objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

1 1) D The proposed drawing correction filed on is: a)D approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

13) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or(f). 

a)D Ail b)D Some*c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 . 
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2) O Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) CD Notice of Informal Patent Application (PTO-1 52) 
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DETAILED ACTION 


Drawings 


1 . The drawings are objected to because they have numerous dark areas and are 
unclear. A proposed drawing correction or corrected drawings are required in reply to 
the Office action to avoid abandonment of the application. The objection to the 
drawings will not be held in abeyance. 


2. Applicant is reminded of the proper language and format for an abstract of the 
disclosure. 

The abstract should be in narrative form and generally limited to a single 
paragraph on a separate sheet within the range of 50 to 150 words. It is important that 
the abstract not exceed 150 words in length since the space provided for the abstract 
on the computer tape used by the printer is limited. The form and legal phraseology 
often used in patent claims, such as "means" and "said," should be avoided. The 
abstract should describe the disclosure sufficiently to assist readers in deciding whether 
there is a need for consulting the full patent text for details. 

The language should be clear and concise and should not repeat information 
given in the title. It should avoid using phrases which can be implied, such as, "The 
disclosure concerns," "The disclosure defined by this invention," "The disclosure 
describes," etc. 

Terms such as "disclosed" should be avoided in the abstract. 

3. The title of the invention is not descriptive. A new title is required that is clearly 
indicative of the invention to which the claims are directed. 

A novel feature of the invention should be included in the title. 


4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 


Specification 


Claim Rejections - 35 USC § 102 
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A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

5. Claims 1-7, 9-17, 19, 25-28, and 31-45 are rejected under 35 U.S.C. 102(e) as 
being anticipated by Houser et al. in US 2002/0035361 . 

Regarding claim 1, Houser et al. disclose: a device (such as 406, 410, 414, etc) for 
effecting the condition of a mitral valve (such as seen as 402) annulus of a heart having 
a resilient member having a cross sectional dimension for being received within the 
coronary sinus (such as labeled 198) of the heart and having a longitudinal dimension 
having an arched configuration for partially encircling the mitral valve and exerting an 
inward pressure on the mitral valve when within the coronary sinus adjacent the mitral 
valve for constricting the mitral valve annulus, as recited in section [0014], [0121]- 
[0143], claims 1-97 and seen in figures 27A-43B 

Regarding claims 2, 35 and 42, Houser et al. disclose: a resilient member that has a 
distal end and a proximal end, and wherein the distal end and proximal end define an 
included angle of at least 180.degree, as seen in figures 27A-43B. 

Regarding claims 3, 36, and 43, Houser et al. disclose: a resilient member that has a 
distal end and a proximal end and wherein the resilient member longitudinal dimension 
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is of a length to cause the proximal end of the resilient member to be proximal to the 
ostium of the coronary sinus, as seen in figures 27A-43B. 

Regarding claims 4 and 44, Houser et al. disclose: a resilient member that includes at 
least one fixation element, as recited, for example in sections [0123]-[0126]. 

Regarding claims 5, 37 and 45, Houser et al. disclose: at least one fixation element that 
is at a proximal end of the resilient member, as recited, for example in sections [0123]- 
[0126] and seen in figures 27A-43B. 

Regarding claim 6, Houser et al. disclose: at least one fixation element that is a plurality 
of teeth formed in the resilient member, as recited in sections [01 17], [0123]-[0126] and 
seen in figures 27A-43B. 

Regarding claim 7, Houser et al. disclose: at least one fixation element that is material 
mesh, (such as the grids disclosed) as recited in sections [01 1 5]-[0129], for example. 

Regarding claim 9, Houser et al. disclose: a resilient member is formed of an alloy 
including at least nickel and titanium, as recited in section [0115] and [0127]. 

Regarding claim 10, Houser et al. disclose: a mitral valve annulus constricting device 
having a generally C-shaped clip member formed of resilient material for exerting a 
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substantially radially inward force on the mitral valve annulus when placed in the 
coronary sinus of a heart about and adjacent to the mitral valve, as recited in section 
[0014], [0121]-[0143], claims 1-97 and seen in figures 27A-43B. 

Regarding claim 11, Houser et al. disclose: a mitral valve therapy system having: a 
resilient member having a cross sectional dimension for being received within the 
coronary sinus of a heart and having a longitudinal dimension having an arched 
configuration for partially encircling the mitral valve of the heart and exerting a 
substantially radially inward compressive force on the mitral valve annulus of the heart 
when placed within the coronary sinus adjacent the mitral valve, the resilient member 
having a proximal end including a coupling mechanism (such as 450 with 448); and, an 
elongated introducer (such as 436) formed of flexible material and having a distal end 
including a coupling mechanism for being releasably coupled to the resilient member 
coupling member for guiding the resilient member into the coronary sinus of the heart 
and being detached from the resilient member once the resilient member is placed 
within the coronary sinus to permit the introducer to be removed from the heart while 
leaving the resilient member positioned within the coronary sinus, as recited in section 
[0014], [0121]-[0143], claims 1-97 and seen in figures 27A-43B. 

Regarding claim 12, Houser et al. disclose: a resilient member that has a distal end 
opposite the proximal end, and wherein the distal end and proximal end define an 
included angle of at least 180 .degree, as seen in figures 27A-43B. 
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Regarding claim 13, Houser et al. disclose: a resilient member longitudinal dimension 
that is of a length to cause the proximal end of the resilient member to be proximal to 
the ostium of the coronary sinus, as seen in figures 27A-43B. 

Regarding claim 14, Houser et al. disclose: s resilient member that includes at least one 
fixation element, as recited in sections [01 17]-[0129]. 

Regarding claim 15, Houser et al. disclose: at least one fixation element that is at the 
proximal end of the resilient member, as recited in sections [01 17]-[0129] and seen in 
figures 27A-43B. 

Regarding claim 16, Houser et al. disclose: at least one fixation element that is a 
plurality of teeth formed in the resilient member, as recited in sections [01 17]-[0129]. 

Regarding claim 17, Houser et al. disclose: at least one fixation element that is material 
mesh (such as the grid), as stated in sections [01 17]-[0129]. 

Regarding claim 19, Houser et al. disclose: a resilient member that is formed of an alloy 
including at least nickel and titanium, as recited in sections [01 15] and [0127]. 
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Regarding claim 25, Houser et al. disclose: a method of treating dilated cardiomyopathy 
of a heart of a patient, the method including the steps of: providing a constriction device 
formed of resilient material having an unstressed C-shape configuration with an 
effective radius less than a dilated mitral valve annulus radius and a cross sectional 
dimension for being received within the coronary sinus of the heart; and advancing the 
constriction device into the coronary sinus of the heart until the constriction device at 
least partially encircles the mitral value of the heart, as recited in section [0014], [0121]- 
[0143], claims 1-97 and seen in figures 27A-43B. 

Regarding claim 26, Houser et al. disclose: an advancing step that includes releasably 
coupling the constriction device to an elongated flexible introducer (such as 436) and 
moving the constriction device into the coronary sinus with the introducer, as recited in 
section [0014], [0121]-[0143], claims 1-97 and seen in figures 27A-43B. 

Regarding claim 27, Houser et al. disclose: releasing the introducer from the 
constriction device when the constriction device at least partially encircles the mitral 
valve and removing the introducer from the patient, as recited in section [0014], [0121]- 
[0143], claims 1-97 and seen in figures 27A-43B. 

Regarding claim 31, Houser et al. disclose: a mitral valve annulus constricting device 
having a generally C-shaped clip member formed of resilient material for exerting a 
substantially radially compressive force on the mitral valve annulus when placed 
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adjacent to the mitral valve, as recited in section [0014], [0121]-[0143], claims 1-97 and 
seen in figures 27A-43B. 

Regarding claim 32, Houser et al. disclose: a device that provides therapy to a mitral 
valve annulus of a heart where the device is dimensioned for placement in the coronary 
sinus of the heart adjacent to the mitral valve annulus and that effects the geometry of 
the mitral valve annulus to provide therapy to the mitral valve annulus, the device 
having a coupler that releasably couples the device to an introducer that places the 
device within the coronary sinus, the device being configured to provide therapy to the 
mitral valve annulus while coupled to the introducer, as recited in sections such as 
[0071]-[0089] and seen in figures such as 5A. 

Regarding claim 33, Houser et al. disclose: a system for providing therapy to a mitral 
valve annulus of the heart having a device dimensioned for placement in the coronary 
sinus of the heart adjacent to the mitral valve annulus of the heart, the device effecting 
the shape of the mitral valve annulus to provide therapy to the mitral valve annulus, the 
device including a coupler that provided releasable coupling to the device; and an 
introducer configured to be releasably coupled to the device coupler and that places the 
device in the coronary sinus adjacent to the mitral valve annulus, where the device is 
configured to provide therapy to the mitral valve annulus while coupled to the introducer, 
as discussed throughout the specification and claims. 
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Regarding claim 34, Houser et al. disclose: a device for changing the condition of the 
mitral valve annulus of the heart having a resilient member having a cross sectional 
dimension for being received within the coronary sinus of the heart and having a 
longitudinal dimension having a preformed arched configuration for partially encircling 
the mitral valve and exerting inward pressure on the mitral valve when within the 
coronary sinus adjacent the mitral valve for constricting the mitral valve; and at least 
one fixation element, as recited in section [0014], [0121]-[0143], claims 1-97 and seen in 
figures 27A-43B. 

Regarding claim 38, Houser et al. disclose a coupling mechanism adapted to couple 
with an introducer, as recited in section [0014], [0121]-[0143], claims 1-97 and seen in 
figures 27A-43B. 

Regarding claim 39, Houser et al. disclose means for adjusting the position of the 
device, as recited in section [0014], [0121]-[0143], claims 1-97 and seen in figures 27A- 
43B. 

Regarding claim 40, Houser et al. disclose means for removing the device from the 
heart, as recited in section [0014], [0121]-[0143], claims 1-97 and seen in figures 27A- 
43B. 
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Regarding claim 41 , Houser et al. disclose: a mitral valve therapy system having a 
resilient member having a cross sectional dimension for being received within the 
coronary sinus of a heart and having a longitudinal dimension having an arched 
configuration for partially encircling the mitral valve of the heart and exerting a 
substantially radially inward compressive force on the mitral valve annulus of the heart 
when placed within the coronary sinus adjacent the mitral valve, the resilient member 
having a proximal end including a coupling mechanism; and an elongated introducer 
(such as 436) formed of flexible material and having a distal end including a coupling 
mechanism (such as 448 with 450) for being releasably coupled to the resilient member 
coupling member for guiding the resilient member into the coronary sinus of the heart 
and being detached from the resilient member once the resilient member is placed 
within the coronary sinus to permit the introducer to be removed from the heart while 
leaving the resilient member positioned within the coronary sinus, as recited in section 
[0014], [0121]-[0143], claims 1-97 and seen in figures 27A-43B. 

Claim Rejections - 35 USC § 103 

6. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

7. Claims 8, 18, 20-24, 29-30, and 46-50 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Houser et al. in US 2002/0035361 . 

Houser et al. disclose the invention with the exception of: 
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• A material mesh that is a polyester mesh (claims 8 and 18) 

• An introducer that is formed of stainless steel (claim 20) 

• An elongated cylindrical sheath dimension for receiving the resilient member and 
the introducer, the sheath being flexible for advancement into the coronary sinus 
and guiding the resilient member into the coronary sinus (claim 21 ) 

• A sheath that has a distal end and wherein the resilient member coupling 
mechanism and introducer coupling mechanism are releasable when the distal 
end of the sheath is proximal to the introducer coupling mechanism (claim 22) 

• A sheath that is formed of polyester (claim 23) 

• A resilient member and introducer that are rotatable relative to one another for 
causing the introducer coupling mechanism and resilient member coupling 
mechanism to release (claim 24) 

• Placing a cylindrical sheath within the coronary sinus of the heart of the patient, 
the sheath having a cross sectional dimension for receiving the introducer and 
constriction device, and wherein the advancing step includes the step of guiding 
the introducer and constriction device into the coronary sinus within the sheath 
(claim 28) 

• Releasing the introducer from the constriction device when the constriction 
device at least partially encircles the mitral valve and removing the introducer 
and sheath from the patient (claim 29) 

• Retracting the sheath until the sheath is proximal to the constriction device prior 
to releasing the introducer from the constriction device (claim 30) 
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• An elongated cylindrical sheath dimensioned for receiving the resilient member 
and the introducer, the sheath being dimensioned for receiving the resilient 
member and the introducer where the sheath is flexible for advancement into the 
coronary sinus and guiding the resilient member into the coronary sinus (claim 


• A sheath that has a distal end and wherein the resilient member coupling 
mechanism and introducer coupling mechanism are releasable when the distal 
end of the sheath is proximal to the introducer coupling mechanism (claim 47) 

• A resilient member and introducer that are rotatable relative to one another for 
causing that introducer coupling mechanism and the resilient member coupling 
mechanism to release (claim 48) 

• A resilient member that has mean for adjusting the position of the resilient 
member (claim 49) 

• A resilient member that has means for removing the resilient member from the 
heart (claim 50) 

On the other hand, it would be obvious to one with ordinary skill in the art to 
modify the invention of Houser et al. to include a material mesh that is a polyester 
mesh for the purpose of cushioning. 

Further, the specification of the current application does not demonstrate the 
criticality for having an introducer that is formed of stainless steel. Further, it would 


46) 
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be obvious to one with ordinary skill in the art to assure the introducer is formed of 
stainless steel for it is a well-known material for introducers. 

Moreover, Houser et al. state that there are numerous ways to implant the mitral 
valve device. Therefore, it would be obvious to one with ordinary skill in the art to 
modify the deployment technique of Houser et al. to include: an elongated cylindrical 
sheath dimension for receiving the resilient member and the introducer, the sheath 
being flexible for advancement into the coronary sinus and guiding the resilient 
member into the coronary sinus; a sheath that has a distal end and wherein the 
resilient member coupling mechanism and introducer coupling mechanism are 
releasable when the distal end of the sheath is proximal to the introducer coupling 
mechanism; a sheath that is formed of polyester; a resilient member and introducer 
that are rotatable relative to one another for causing the introducer coupling 
mechanism and resilient member coupling mechanism to release; placing a 
cylindrical sheath within the coronary sinus of the heart of the patient, the sheath 
having a cross sectional dimension for receiving the introducer and constriction 
device, and wherein the advancing step includes the step of guiding the introducer 
and constriction device into the coronary sinus within the sheath; releasing the 
introducer from the constriction device when the constriction device at least partially 
encircles the mitral valve and removing the introducer and sheath from the patient; 
retracting the sheath until the sheath is proximal to the constriction device prior to 
releasing the introducer from the constriction device; an elongated cylindrical sheath 
dimensioned for receiving the resilient member and the introducer, the sheath being 
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dimensioned for receiving the resilient member and the introducer where the sheath 
is flexible for advancement into the coronary sinus and guiding the resilient member 
into the coronary sinus; a sheath that has a distal end and wherein the resilient 
member coupling mechanism and introducer coupling mechanism are releasable 
when the distal end of the sheath is proximal to the introducer coupling mechanism; 
a resilient member and introducer that are rotatable relative to one another for 
causing that introducer coupling mechanism and the resilient member coupling 
mechanism to release; a resilient member that has mean for adjusting the position of 
the resilient member; and a resilient member that has means for removing the 
resilient member from the heart for the purpose of a more controlled delivery. 

Conclusion 

8. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure are as follows: US 2003/0171806; US 2003/0144697; US 
2003/0135267; US 2003/0105520; US 2003/0018358; US 2002/0169504; US 
2002/0169502; US Patent No. 6,602,289; US Patent No. 6,602,288; US Patent No. 
6,569,198; US Patent No. 6,419,696; US Patent No. 5,061,277; and US Patent No. 
4,164,046. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Kathryn Odland whose telephone number is (703) 306- 
3454. The examiner can normally be reached on M-F (7:30-5:00) First Friday Off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Henry A Bennett can be reached on (703) 308-0101 . The fax phone 
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number for the organization where this application or proceeding is assigned is (703) 
872-9306. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is (703) 308- 
1113. 


KO 


